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Overall Results 

 Enrollment of non-English-speaking participants 
January through July 2020
 Exclude April enrollments – previously reviewed 

 37 informed consent documents and processes 
reviewed

 3 had issues that required expeditated reporting 
to the IRB

 24 had other issues

 10 without problems
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Reportable Issue 1

 Adult Portuguese-speaking patient
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Reportable Issue 1 
Correct Process

 Signatures required for short form process:
 On short form: patient and witness
 On English long form: investigator obtaining consent and 

witness
 If embedded questions, investigator asks question, 

then initials patient’s response using the investigator’s
initials  AND document in CRIS

**Non-English-speaking participants must NOT sign the 
English consent
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Reportable Issue 2 

 Finding:  Investigator not listed on Key Study 
Personnel form
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Reportable Issue 2 
Correct Process

 Ensure that investigator obtaining consent is listed 
on the KSP form

AND
 Investigator has been assigned the role of 

obtaining consent

 Also, investigator must be delegated to obtain 
consent on Delegation of Tasks log
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Reportable Issue 3

 Adult Spanish-speaking patient, translated long 
form used
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Reportable Issue 3 
Correct Process

 When using a translated long form, investigator 
signs the translated long form
 No one signs the English form

 Certificate of translation in regulatory file
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Other Issue 1
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Other Issue 1 
Correct Process . . .

 Complete the blank sections of short form – word 
document so information can be typed in:
 Header protocol information on page 1 
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. . . Other Issue 1 
Correct Process

 Contact information on page 2
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Other Issue 2
 Adult Spanish-speaking patient
 Consent process via telephone 
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Other Issue 2 
Correct Process

 Telephone consent process
 Date of consent is the date the patient agrees to 

participate – usually date of telephone call
 Patient should sign and date consent for the date he/she 

agreed to participate
 Investigator obtaining consent signs and dates consent, 

using the date the signed consent was received by the 
investigator

 CRIS documentation – write note within 24 hours 
of telephone conversation
 Addend note when signed consent is returned
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Short Form Consent Process 
via Telephone

 Must use witness (witness should be at NIH, not 
with patient)
 Date of consent is the date the patient agrees to 

participate – usually date of telephone call
 Patient should sign and date consent the short form only 

using the date he/she agreed to participate
 Investigator and witness sign and date the long form 

consent using the date of consent
 Witness signs and dates short form consent, using the 

date the signed consent was received by the investigator
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Other Issue 3

 Adult Spanish-speaking patient, translated long 
form which patient signed
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Other Issue 3
Correct Process

 Witness is NOT needed when using the translated 
long form consent

 Witness only required for short form process
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Other Issue 4
 Adult Spanish-speaking patient, translated long form
 Consent process via telephone
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Other Issue 4
Correct Process

 If consent is obtained via telephone and the 
consent is returned with a witness signature, 
please explain in note that consent was returned 
with a witness signature and the short form 
process was not used for the consent process

 Witness only required for short form process
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Other Issue 5
 Adult Spanish-speaking patient, translated long form
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Other Issue 5
Correct Process

 Review note to ensure information is correct
 Date of consent is the date the patient agrees to 

participate in the study – usually the date of the 
telephone conversation

 If there are discrepancies in dates, please explain 
in note
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Other Issue 6
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Other Issue 6
Correct Process . . .

 If the study was initially approved prior to or on 
01/21/2019, use the Common Rule short form
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. . . Other Issue 6
Correct Process

 If the study was initially approved after 
01/21/2019, use the Revised Common short form
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Other Issue 7
 Adult Spanish-speaking patient, translated long form
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Other Issue 7
Correct Process

 Select all applicable “consent types” used in the 
informed consent process 



27

What do you do?

 You have a Spanish-speaking patient you want to 
enroll onto the screening protocol

 You go to the informed consent website and see 
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What do you do?

 You have a Spanish-speaking patient you want to 
enroll onto the screening protocol

 You go to the informed consent website and see 
this:
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Correct Process

 If the Spanish translated long form is not available 
on the consent website, you must use the 
Spanish short form and the short form consent 
process
 Need a witness for the process

 Always pull the consent from the website – do not 
save a version of the consent

 The screening protocol was recently amended
and the revised English consents posted Sept 2 
but translated long form not yet available 
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Overall Results 

 Enrollment of non-English-speaking participants 
and some minor participants January through  
July 2020
 Exclude April enrollments – previously reviewed 

 11 informed consent documents and processes 
reviewed

 4 had issues that required expeditated reporting 
to the IRB

 5 had other issues

 2 without problems
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Reportable Issue 4

 Adult Amharic-speaking patient, short form 
process used
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Reportable Issue 4 
Correct Process

 By regulations, the short for process must be 
witnessed and the witness must sign the short 
form and long form

 Witness must be identified in note
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Reportable Issue 5 . . .
 16-year-old Spanish-speaking patient
 Per protocol “Children under the age of 18, but who are age 

12 or older will be asked to sign an age appropriate assent 
form.”

 Translated long form not available so short form process 
used
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. . . Reportable Issue 5 

 16-year-old Spanish-speaking patient
 Per protocol “Children under the age of 18, but who are 

age 12 or older will be asked to sign an age appropriate 
assent form.”
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Reportable Issue 5 
Correct Process

 If a protocol requires written assent and a 
translated assent form in the child’s language is 
not available, obtain verbal assent using 
interpreter
 Document verbal assent in CRIS note

 If the child speaks and understands English and 
the parents agree, he/she can sign the English 
assent form 
 Document in CRIS note that the child speaks and 

understands English so signed the English assent with 
the parents approval
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Reportable Issue 6

 Adult Spanish-speaking patient who signed the 
translated long form



38

Reportable Issue 6 
Correct Process

 ANY person who provides interpretation must be 
identified on the consent, NIH Administrative 
section AND in the CRIS note

 No witness needed for translated long form
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Other Issue 8
 10-year-old Spanish-speaking patient
 Per protocol: “Verbal assent will be obtained as appropriate 

for all children under the age of 12 and 7 years or older.”
 Translated long form not available so short form 

process used
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Other Issue 8 . . .
 10-year-old Spanish-speaking patient
 Per protocol: “Verbal assent will be obtained as appropriate 

for all children under the age of 12 and 7 years or older.”
 Translated long form not available so short form 

process used
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. . . Other Issue 8
 10-year-old Spanish-speaking patient
 Per protocol: “Verbal assent will be obtained as appropriate 

for all children under the age of 12 and 7 years or older.”
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Other Issue 8
Correct Process

 The minor signing the informed consent document 
section “Assent of Minor” is NOT written assent

 Review CRIS note to ensure correct information
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Other Issue 9 

 13-year-old English-speaking patient
 Per protocol “Children under the age of 18, but who are 

age 12 or older will be asked to sign an age appropriate 
assent form.”

 Written assent form signed by patient
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Other Issue 9
Correct Process

 Select all applicable “consent types” used in the 
informed consent process, including LAR and/or 
parents 
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Other Issue 10 . . .
 11-year-old English-speaking patient
 Per protocol: “Verbal assent will be obtained as appropriate 

for all children under the age of 12 and 7 years or older. . . 
The consent/assent process will be documented in the child’s 
medical record.”
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Other Issue 10
Correct Process

 Assent process must be documented in CRIS
OR

 If the parents and/or investigator determine it is 
not appropriate to assent the child, this must be 
documented in CRIS 
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IMPORTANT

 If you do not routinely enroll non-English-speaking 
participants, PLEASE use your resources
 Review NIH SOP 12: Requirements of Informed Consent

 Review CCR SOP PM-2: Obtaining and Documenting the 
Informed Consent Process

 Consult with team leads and/or the Office of Education and 
Compliance  (Liz, Deb, Tracy and Armine!)

 If a non RNC investigator obtains informed consent, 
please review documents and CRIS note to ensure 
correct process and note

 DO NOT write a Documentation of Research Consent 
note in CRIS if you were not present for the consent 
process
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